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Food and Drug Administration Office of Regulatory Affairs 
% _|jb Summary Report;^ :,i- 
it For Sample Number: 756982^? ^ n 

‘sr * * 'IT- .=? 

i Import Sample Number 


AeI. 


7 • ••• - m 

T.. 

•’ '• 7# 

WD Sample Number: 

. - • , . - /!* , . ^ ; .^7 :i . V ^ 1 

4 . ^7 - This is an accurate reproduction of the original electronic record as of 12/27/2012 




Sample Class: Normal Everyday Sample Sample Origin: Domestic Sample Basis: Other-Survl 

Sample Flag: Surv ey Sample Sample Type: Official Collecting District: FLA-DO 

Home District: Orig C/R and Records To: FLA-DO Collection PACs: 56R8 14 

Product Name: Betamethasone (Glucocorticoid); Human - Rx/Single Ingredient; Sterile Liquid 
Product Description: Betamethasone 12MG/ML liquid solution 

Collection Reason: Collected per FACTS #1455609, high priority OEO request for samples of betamethasone from various 
clinics in FL for sterility (fungal) analysis. 


Lab: SAN- Split Num:0 
District LAB 
Conclusion: 


Date Received: 10/16/2012 
District Conclusion 
Made By: 


Disposition 

Reason: 


Disposition 
Authorized By: 


Date Out of Lab: 12/27/2012 
District 

Disposition 
\uthorized Date: 


Performing Org PAC LID PAF Compliance No 

SAN-MICRO 56R814 MIC 


Lab Class-Description Laboratory Status 

3 - Adverse Findings Completed 


Lab Conclusion 


Bacillus circulans and Bacillus lentus found in Sub 2. 
No growth observed in Sub 1, 3-8. 

Suitability tests satisfactory. 

Controls satisfactory. 


Lab Conclusion Date 


Lab Conclusion Made By 


12/27/2012 


Lau, Henry K 



V (^7H3 


Date: 12/27/2012 
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FDA E00483077 




FLA G'OttgwittF,' 


ANALYST WORKSHEET 


3. SEALS 
□ NONE 


KJ IN TACT 
□ BROKEN 


I . PRODUCT 

Betamethasone 12 mg/mL 

' 4. DATE REC’D 5. RECEIVED FROM 

1/11/2013 Jim Gilchrist 


2.. SAMPLE NUMBER 

756982 

6. DISTRICT OF LABORATORY 

SAN-DO 


7. DESCRIPTION OF SAMPLE 

Received one paper bag, id’d “756982 10/15/12 SFA”, “756982 10/17/12 EY”, with official seal “756982 10/15/12 Stacey 
F. Allard, Investigator” broken “EY 10/17/12”, and official seal “756982 11/8/12 Elaine Yeh, Analyst”, intact. Sample 
contains one whirl pak bag id’d “756982 10/15/12 SFA” which contained seven re-sealable foil packages, one in part labeled 
“JANICE MEYERS” open and containing 5 intact product vials, one labeled in part “SANTOS LOZADA” containing 2 
intact vials of intact product and 3 empty vials of product, one labeled in part “THERESA RODGERS” containing 5 empty 
vials of product, and the remaining 4 subs each containing 5 vials of intact product. Sample received at room temperature 
and intact. 


NET n NOT APPLICABLE DECLARE/UNIT 

CON- 0 NOT DETERMINED AMOUNT FOUND 

TENTS UNITS EXAMINED % OF DECLARED 

10. SUMMARY OF ANALYSIS 


ORIGINAL^) SUBMITTED 

See original worksheet copies submitted 

□ NONE 


Container: 

Labeling: 

Coding: 

Product: 

Analysis: 

Methods: 


See original worksheet. 
See original worksheet 
See original worksheet 
See original worksheet 
See original worksheet 
See original worksheet 
See original worksheet 


oY 1/1 8/(3 


.11. RESERVE SAMPLE t > . 

Foil packages were sub-numbered for clarity as follow^ AKUcuj&Tr 


Name on package 
MILENA FORD 
KAREN JOB 
THOMAS DILLARD 
MARIA CRUPE 
THERESA RODGERS 
SANTOS LOZADA 
JANICE MEYERS 


Sub designation 
1 
2 

3 

4 

5 

6 
7 


The five empty containers within sub 5 were labeled 5-1 through 5-5, the three empty 
containers within sub 6 were labeled 6-6 through 6-8, and the two intact containers 
within sub 6 were labeled 6-9 and 6-10. The entire sample was placed back into the 
original brown paper bag, id’d as in field #7, and officially sealed “756982 1/1 1/13 
EY”. The sample was returned to the sample custodian on 1/11/13 for ambient storage. 


/16/ij 


12.a. ANALYST SIGNATURE (Broke Seal&) 

Elaine Yeh (Broke seal) SL&ju 


Jonathan renew 


14. DATE REPORTED 


M/\i 
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ANALYST WORKSHEET 


iContainer: 


Labeling: 


H INTACT 
□ BROKEN 


1. PRODUCT 

Betamethasone 12 mg/mL 

2.. SAMPLE NUMBER 

756982 

4. DATEREC’D 
10/16/2012 

5. RECEIVED FROM 

Jim Gilchrist 

6. DISTRICT OF LABORATORY 

SAN-DO 


7. DESCRIPTION OF SAMPLE 

Received one paper bag, id’d “756982 10/15/12 SFA” officially sealed “756982 10/15/12 Stacey F. Allard, Investigator”, 
containing one whirl pak bag id’d “756982 1 0/1 5/12 SFA” which contained seven re-sealable foil packages (one opened 
with the remaining 6 intact), each containing 5 intact vials of product. Sample received at room temperature and intact. 


NET 

CON- 

TENTS 


□ NOT APPLICABLE 
El NOT DETERMINED 
UNITS EXAMINED 


DECLARE/UNIT 
AMOUNT FOUND 
% OF DECLARED 


5 ML 


LABEL- 

ING 


3 sets of 8 

□ NONE 


ORIGINAL^) SUBMITTED 
_ COPIES SUBMITTED 


10. SUMMARY OF ANALYSIS 


Samples stored in room 167 until analysis was started. 


[Coding: 


Product: 

Analysis: 

Methods: 

Results 


Manufacturer's sealed re-sealable foil packages measuring - 22cm x 1 6cm. Clear glass vial, 
approximately ~2 cm diameter at the base and -4.5cm tall with blue flip-top lid covering a grey foil-sealed 
septum cap. 

Commercially printed white sticker on foil package reading in part “NEW ENGLAND COMPOUNDING 
CTR 697 WAVERLY ST. FRAMINGHAM, MA 01702 800-994-6322*** BETAMETHASONE S.P. (PF) 
12MG/ML INJECT A 25 ml”. Commercially printed stick on white colored label on vial in black and green 
colors readme in part “NEW ENGLAND COMPOUNDING CTRNECC 697 WAVERLY ST. 
FRAMINGHAM, MA 01702 800-994-6322 BETAMETHASONE S.P. (PF) 12MG/ML INJ GC 
***SDV*** 5 ML”. Commercially printed on the seven foil packages as follows: Rx 1445269 LISA 
BOWERS THERESA RODGERS;Rx 1445265 LISA BOWERS SANTOS LOZADA;Rx 1445273 LISA 
BOWERS KAREN JOB;Rx 1445253 LISA BOWERS JANICE MAYERS (OPENED);Rx 1445247 LISA 
BOWERS THOMAS DILLARD ;Rx 1445260 LISA BOWERS MARIA CRUPE;Rx 1445250 USA 
BOWERS MILENA FORD 

“Lot#0730201 2@52 Discard after 1/26/2013 ” printed in black ink on white sticker on all seven foil 
packages and vials of product. 

Clear odorless liquid. 

Subs 5-1 though 5-5 and 6-6 though 6-8 analyzed individually for sterility. See page 2 for details. 
USP-35-NF 30, 2012. Ch. 71 Sterility Test by direct inoculation. See General Continuation Sheet 431a. 

All controls satisfactory 

System suitability satisfactory (see sample suitability for sample 756983, included as attachment A) 
Bacillus circulans and Bacillus lentus isolated from sub 5-2. 

No growth detected in subs 5-1, 5-3, 5-4, 5-5, 6-6, 5-7, or 6-8. 


11. RESERVE SAMPLE 

Paper bag id’d as in field 7 was further id’d “756982 10/17/12 EY”. Official seal id’d as in field 7 was further id’d “EY 
10/17/12” remained attached to the bag. Foil packages were sub-numbered 1-7, with the five vials from sub 5 labeled 5-1 
through 5-5, and the five vials from sub 6 labeled 6-6 through 6-10. Subs 5-1 through 5-5 and 6-6 through 6-8, minus 
contents, and remainder of sample consisting of 4 intact foil packages, 1 opened foil package with 5 intact vials, and 2 vials 
intact inside of sub 6, all id’d “756982 10/18/12 APL”, were placed back into original paper bag, id’d as in field #7 above, 
and officially sealed “756982 11/8/12 Elaine Yeh, Analyst”. The sample was returned to the sample custodian on 1 1/8/12 for 


12.a. ANALYST SIGNATURE (Broke Seal H ) n 

Elaine Yeh (broke seal, carry- though) 9Qa ' 0 L 

U OMJL 

13. 

WORK- 

SHEET 

CHECK 

, By 

Teresa Lee (Vitek) / 

mid 

1 

L2 

injathon Yenovkian 

b. DATE . A, / 

inm 

Eileen Liu (carry though) (/ 

(/ Jenny Yee (Vitek) 

14. DATE REPORTED j ^ j | 


ATTACHMENTS A-G 


■FDA E00483079 



PRODUCT 

GENERAL CONTINUATION SHEET Betamethasone 12 mg/mL 


Please continue your entry below 


SAMPLE NO. 

756982 


Procedure: 

Product was tested by direct inoculation. Product testing performed in a horizontal laminar flow hood certified in 
compliance with Class 100 conditions, located in a controlled environment clean room as described in Federal Standard 
No. 209E. 

Product from subs 5-1 though 5-5 and 6-6 though 6-8 was analyzed via direct inoculation as follows: 

The septum covered top of each tested sub was decontaminated by dipping it into a 10% bleach solution, allowing the 
packaging to air-dry for 10 minutes, subsequently spraying with 70% sterile isopropanol, and allowing it to sit until dry in 
the horizontal laminar flow hood . A sterile needle and syringe was used to puncture the septum cap and withdraw the 
entire contents of the vial, approximately 5 mL, and half of the fluid (approximately 2.5 mL) was divided evenly by 
inoculating it into two 100 mL bottles of both Soybean Casein Digest (SCD) and Fluid Thioglycolalte Medium (FT). 

For all subs tested, FT was incubated at 33± 2°C, SCD at 23±2°C, for 14 days, or until growth was observed. 

Media, environmental, system, and equipment controls run in parallel with sterility test: 

Two unopened vessels of each medium incubated in parallel with product test media, used as negative media control. 

Two opened vessels of each medium, two opened SCD agar plates, and two opened Potato Dextrose Agar plates were 
placed in working areas of the hood and a second of the described open media controls were placed on the bench-top 
during analysis. RODAC plates were used to test hood surface, bench surface, and floor of the clean-room, as well as the 
analysts' gloves and gowns, and two STA air sampling plates of the room environment during testing, all incubated in 
parallel as environmental controls. 

Two syringes with needles from the same sterilization lot used during analysis were used to withdraw SCD and FT, 
which were then incubated in parallel as negative equipment controls. 
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Primary Media: Fluid Thio/SCD Sterility Daily Observation Record Date Started: 
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MICRO WS 4. 1 7, V 1 .0 (Effective Date 1 2/7/1 2) 



PRODUCT j—n 4 

V)ekcxJtM,\ 

W<nr 


SAMPLE NO. 

7 ^ 82 - 

Sterility Fluid Thio/SCD Control Daily Observation Record Date Started: \ Ol \ c tkf) 7 

Final Results 
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‘ t+ ” - growth Fluid Thio incubated in Incubator # 

= no growth SCD incubated in Incubator # 

“T” = sample-induced turbidity ^ 

“NC" = not checked Rcmafe fa 
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Control 

Unopened media 1 

2 each 2- 

Exposed media 
laminar hood, 2 each L 

Exposed media, 
bench top, 2 each 
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PRODUCT ^ SAMPLE NO. 

\ J(z}rc^(ne)r\\c^o^P _ 12-z^T^^ *7^5 A 

Sterility QA Record 

Media 

Vol/ 

Unit 

Autoclave No. 
or Lot No. 

Reagent 

Autoclave No. 
or Lot No. 

Fluid Thiogly col late 

100 mL 

MZ 

Vitek GNI Cards 


Soybean Casein Digest 

100 mL 

510) 

\AktS GP ^ 

q«l£C|5l2_ 

Diluting Fluid A 

100 mL 


1/JeK 6/1/ ods 


Diluting Fluid D 

100 mL 



AdL C 


Rodac Plates 

12 mL 

So<\G 

Sfrl>Vu» 

4*^ V licLpx 

<{§13 CS£Q 

SCO Plates 

20 mL 

bOllo 

Aq-V' 


SCD Slants 

5 mL 


rU , 


WPpMMki 

PDA w/40 ppm chlortet 

20 mL 

5oqg 

ft! ccrl A4 <xT* 


MacConkey Plates 

20 mL 



°\<Z\ AR47.S 

Air sampler plate 

80 mL 

50^ 

(l ftAft £>alf’/i.r. 


Mali £-A,t,d- ky*-c 


o<Z 



sj 















| 3 HI El 1 HiiE 

Equipment 

Autoclave No. or Lot No. 

6-Place Manifold with 0.45 pm filter and 0.22 pm bleed filter 


3-Place Manifold with 0.45 pm filter and 0.22 pm bleed filter 


13 mm Swinney Unit with 0.22 pm filter and 20 Gauge needle 


3 cc syringes 

Hgz 3 

Air Sampler Probe 

5U7 

Carboy 


Forceps 


Gown Sets 

5il7 

Mop head 


Paper towels 


Scissors 




ftxcufosa B. aAUc, 
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Atcc l&W A. b-4-^s 
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Attachment A 


GENERAL CONTINUATION SHEET 


PRODUCT 


Oil / t SAMPLE NO. _ „ 

y&Wnrtli&so>v 5P 17. WaiL 1 


75&R&2 

tZ/l^/12- 

jr 


BACTERIOSTASIS AND FUNGISTASIS 


\ 


Date Started : f // %j_ I '2- 

1 . Procedure: less than 1 00 cells/spores each of test organisms 1 , 2, 3, 5, & 6 were added to bottles 
containing \Q O mL of Fluid Thioglycollate medium and 3_ mL/gm product sample; less 
than 100 cells/spores each of test organisms 1, 2, 3, 4, & 5 were added to bottles containing \pO 


mL of Soybean Casein Digest medium and f mL/gm product sample. Both sets of media 
product were then incubated as in product sterility analysis. Similar sets of media without product 
were also inoculated as above and incubated with test bottles. 

|2. Modification: 


;. Moaitication: , i_ j i j 

p S- **«&, c. albtoS, <w4 C' Sf ^ hrf- teW 


1 3. Results: 

Controls 6a.4i\S'Vc L dofCj. 



FORM FDA 431 a (SAN-DO MICRO STERIUTY4, VI .0) Effective Date 3/14/2001 
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bioMerieux Customer: 03268 
System #: C23156 


Attachment B 

U.S. FDA - San Fransisco District 

Laboratory Report 

u/r / li.'ti— 


<AL 

Printed Nov 1, 2012 05:38 PDT'^L^' 
Autoprint 


Isolate Group: 756982 TSB2A1a-1 


Bionumber: 1356105014112220 
Selected Organism: Bacillus lentus 




Card: BCL 

h 0t . 239266620 

Number: 

_ . Apr 2. 2014 13:00 

Expires: pDT 

pSlifeSSP % ^ m 

^ ( J Nov 1, 2012 06:04 

Completed: pDT 

Status: Final 

Analysis hours 

Time: 

Selected Organism 

93% Probability 

Bionumber: 1356105014112220 

Bacillus lentus 

_ r-j Very good 

Confidence, identification 


SRF 

Organism 


Analysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Bacillus lentus APPA(3),dGLU(17),NaCI 6.5%(12), 


Biochemical Details 


BXVL 



LysA 

- 4 AspA 

□ 

PyrA 

9DI!H 

B 

CDEX 



MdX 

mmrnm 


dMLZ 

mmzzmm 


PHC 

9E9B9 


dGLU 



ESC 





GLYG 


MTE 


PLE 


AGLU 


PSCNa 


PheA 

mm\ 

ProA 


TyrA 

lacai 

BNAG 

+ 

INO 

mm 

MdG 

a 

GlyA 


IRHA 

mm 

BGLU 

+ 

dTAG 

HOB 

dTRE 


NaCl 6.5% 

mm 

KAN 

- 


Installed VITEK 2 Systems Version: 05.01 
MIC Interpretation Guideline: 

AES Parameter Set Name: 


Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 


Page 1 of 1 
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bioMerieux Customer: 03268 
System #: C23156 


Attachment C 

U.S. FDA - San Fransisco District 

Laboratory Report 





'Tl- 


Printed Nov 1,2012 10:53 PDT 
Printed by: LabTech 


Isolate Group: B. subtilis- 1 b. wlihs 

Bionumber: 1372065605453261 
Selected Organism: Bacillus subtilis 





t m 4 iU 




Card: BCL 

h 0t . 239266620 

Number: 

_ . Apr 2, 2014 13:00 

Expires: pDT 

„ . ^ Nov 1,2012 

Completed: 06:53 pDT 

Status: Final 

J nalySiS 14.25 hours 

Time: 

Selected Organism 

95% Probability Bacillus subtilis 

Bionumber: 1372065605453261 Confidence: Verification 


SRF Organism 


Analysis Organisms and Tests to Separate: 

Bacillus 

subtilis/amyloliquefaciens/atrophae 

us 

Bacillus amyloliquefaciens 
Bacillus atrophaeus 

Bacillus subtilis 

Analysis Messages: 

See product information for additional information. 

Contraindicating Typical Biopattem(s) 

Bacillus 

subtilis/amyloliquefaciens/atrophae dMNE(88),GLYG(69),BGAL(25),INU(25), 
us 


Installed VITEK 2 Systems Version: 05.01 
MIC Interpretation Guideline: 

AES Parameter Set Name: 

Page 1 of 2 


Therapeutic Interpretation Guideline: 
AES Parameter Last Modified: 


■FDA E00483088 




bioMerieux Customer: 03268 
System #: C23156 


Attachment D 

U.S. FDA - San Fransisco District 

Laboratory Report 


"//)>- 

Printed Nov 1,2012 10:53 PDT 
Printed by: LabTech 


Isolate Group: B. subtilis-1 




Bionumber: 1372065605453261 
Selected Organism: Bacillus subtilis 


Biochemical Details 
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Installed VITEK 2 Systems Version: 05.01 

MIC Interpretation Guideline: Therapeutic Interpretation Guideline: 

AES Parameter Set Name: AES Parameter Last Modified: 

Page 2 of 2 
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Attachment E 

U S. FDA - San Fransisco District 


bioMerieux Customer: 03268 Laboratory Report 

System #: C23156 


Isolate Group: 756982 TSB2B-1 
Bionumber: 5776755555552460 


1?A 75/? z- . mlm/ & 



Selected Organism: Bacillus circulans 


7 Qffl- 

"T 

Printed Oct 29, 2012 01:34 PDT 
Autoprint 








Card: BCL 

!: 0t . 239242810 

Number: 

_ . Aug 7.2013 13:00 

Expires: pD y 


„ Oct 29, 2012 02:01 

Completed: p p-p 

Status: Final 

J na,ysis 14.25 hours 

Time: 

Selected Organism 

94% Probability Bacillus circulans 

Very aood 

Bionumber: 5776755555552460 Confidence: identification 


SRF 

Organism 


Analysis Organisms and Tests to Separate: 


Analysis Messages: 


Contraindicating Typical Biopattern(s) 

Bacillus circulans BNAG(21),dMLZ(83) t PyrA(27)JNU(81), 


Biochemical Details 
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4 

AspA 

4 

5 

LeuA 

4 

7 

PheA 

4 

8 

ProA 

4 

9 

BGAL 

+ 

10 

PyrA 

4 

11 

AGAL 

4 

12 

AlaA 

(-) 

13 

TyrA 

4 

14 

BNAG 

4 

15 

APPA 

+ 

18 

CDEX 

4 

19 

dGAL 

4 

21 

GLYG 

4 

22 

INO 

j© 

24 

MdG 

4 

25 

ELLM 

4 - 

26 

MdX 

- 

27 

AMAN 

4 

29 

MTE 

4 

30 

GlyA 

I 

31 

dMAN 

4 

32 

dMNE 

4 

34 

dMLZ 

- 

36 

NAG 

4 

37 

PLE 

4 

39 

IRHA 

- 

41 

BGLU 

4 

43 

BMAN 

+ 

44 

PHC 

- 

45 

PVATE 

(+r 

46 

AGLU 

4 

47 

dTAG 

- 

48 

dTRE 

4 

50 

INU 

- 

53 

dGLU 

4 

54 

dRIB 

- 

56 

PSCNa 

- 

58 

NaCI 6.5% 

- 

59 

KAN 

4 

60 

OLD 


61 

ESC 

4 

62 

TTZ 

4 

63 

POLYB_R 
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bioMerieux Customer: 03268 
System #: C23156 


Attachment F 

U S. FDA - San Fransisco District 

Laboratory Report 


7 £b 
■ 4 # 


-TL-- 


Printed Nov 1,2012 12:59 PDT 
Printed by: LabTech 


Isolate Group: B. subtilis 


is-1 fo. 


Bionumber: 3373141605443260 
Selected Organism: Bacillus subtilis 










Card: 

BCL 

Lot 

Number: 

239242810 

Expires: 

Aug 7, 2013 13:00 
PDT 

Completed: 

Oct 29, 2012 
01:59 PDT 

Status: 

Final 

Analysis 

Time: 

14.25 hours 


Selected Organism 


88% Probability Bacillus subtilis 

Bionumber: 3373141605443260 


Confidence: Low discrimination 


SRF Organism 


Analysis Organisms and Tests to Separate: 

Low Discrimination Organism 
Bacillus 

subtilis/amyloliquefaciens/atrophae 

us 

Bacillus amyloliquefaciens 
Bacillus atrophaeus 
Bacillus subtilis 
Bacillus vallismortis 


dARABINOSE(1 0),IRHAMNOSE(1 0), 
IRHAMNOSE(50),OX(0), 
dARABlNOSE(10),IRHAMNOSE(10),OX(50), 
dARAB I NOSE(90)JRHAMNOSE(9Q) > OX(1QO) > 


Analysis Messages: 

See product information for additional information. 


Contraindicating Typical Biopattern(s) 

Bacillus 

subtilis/amyloliquefaciens/atrophae dMNE(88) f APPA(17),GLYG(69),LysA(3),BGAL(25),INU(25) f AGLU(94), 
us 


Bacillus vallismortis 


dMNE(99),dRIB(90),APPA(5),LysA(25),dTRE(25) T 
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Labeling 
1 of 8 


756982 

1/11/13 

JY 


I verify that this is a true and 
accurate representation of the 

sample B.ij* '/>)& 



FDA E00483093 




Labeling 
2 of 8 


756982 

1/11/13 

JY 


I verify that this is a true and 


accurate representation of the 
sample ^ i/„| ( ^ 



FDA E00483094 


Labeling 
3 of 8 


756982 

1/11/13 

JY 


I verify that this is a true and 
accurate representation of the 

sample g.yj* '/'lb 



FDA E00483095 








Labeling 
4 of 8 


756982 

1/11/13 

JY 


I verify that this is a true and 
accurate representation of the 

sample </i ile> 



FDA E00483096 




Labeling 
5 of 8 


756982 

1/11/13 

JY 


I verify that this is a true and 
accurate representation of the 
sample 8^ck */n / !> 



FDA E00483097 



Labeling 
6 of 8 


756982 

1/11/13 

JV 


I verify that this is a true and 
accurate representation of the 

sample i/n/o 
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Labeling 
7 of 8 


756982 

1/11/13 

JY 


I verify that this is a true and 
accurate representation of the 



FDA E00483099 




Labeling 
8 of 8 


756982 

1/11/13 

JY 


I verify that this is a true and 
accurate representation of the 
sample 


\/, i|/2> 




FDA E00483100 



„ ... Food and.Drug Administration Office of Regulatory A 1 *"" 
r Report . • ■.. 


■r 

• f *: ’ . ^Foir/lSiaiSpie^Ni 


! g^-'V . ' *^S' : ’4; ‘ s . f EofcSaniple Number: 756982 " 

, i; . J^This; is an accurate ^reproduction of (he original electronic record as of ) 0/ 1 5/20 j 


756982 


Micro 

MIC 

56R814 


Flag Remarks 


Episode Number Origin 

Domestic 


Basis 

Other-Survln 


FEI Date Collected Product Code 

3003623877 10/15/2012 64LCK03 

Compliance Num Country of Origin 


Sample Type 

Official 

Responsible Firm 

Manufacturer 


FIS Smpl Num 

13206499 

PAC 

56R814 


Status 

In Progress 


Related Smpl Num Position Class Sampling District NDC Number 

INV FLA-DO 


Permit Number Storage Rqrmnt. 

Ambient 


Dealer is Consumer Crx/DEA Schedule Recall Num Consumer Compl. Num Brand Name 

No 

Product Description 

Betamethasone 12 MG/ML liquid- solution 

Product Label ; 


Reason for Collection 

Collected per FACTS #1455609, high priority OEO request for 
samples of betamethasone from various clinic in FL for sterility 
(fungal) analysis: 


MFG Codes 


Expiration Date 


Address Type of Firm Firm FEI FCE 

697 Waverly Sf Framingham, MA 01702- Manufacturer 3003623877 
8589 US 

1405 South Orange Ave , Suite 400 Orlando, Dealer 3009803742 

FL 32806 US 

Est. Value Rcpt Type Carrier Name Date Shipped 

Description of Sample 

Sample consists of 7 packages (which consist of 5 vials each) of betamethasone product. 

, Method of Collection 

How Prepared 

Collector's Identification on Package and/or Label Collector’s Identification on Seal 

"756982 10/15/12 SFA” ”756982 10/15/12 Stacey F. Allard” 



Firm Legal Name 

New England Compounding Center 

Orlando Center for Outpatient 
Surgery 

Size of Lot 

35 vials 


Sample Delivered To 

Document Number 

Remarks 

Date: 10/15/2012 


Date Delivered Orig C/R & Records To 



FDA E00483101 




Food and Drug Administration Office of Regulatory Affairs 

f Collection Report 

For Sample Number: 756982 

This is an accurate reproduction of the original electronic record as of 10/1 5/2012 
Flag Flag Remarks 

Episode Number Origin Basis Sample Type FIS Smpl Num 

Domestic Other-Survln Official 13206499 

FEI Date Collected Product Code Responsible Firm PAC 

3003623877 10/15/2012 64LCK03 Manufacturer 56R814 

Compliance Num Country of Origin 

Related Smpl Num Position Class Sampling District NDC Number Permit Number Storage Rqrmnt. 

rNV FLA-DO Ambient 

Dealer is Consumer Crx/DEA Schedule Recall Num Consumer Compl. Num Brand Name 

No 

Product Description 

Betamethasone 12MG/ML liquid solution 

Product Label 

Reason for Collection MFC Codes 

Collected per FACTS #1455609, high priority OEO request for 
samples of betamethasone from various clinic in FL for sterility 
(fungal) analysis. 

Firm Legal Name Address Type of Firm 

New England Compounding Center 697 Waverly St Framingham, MA 01702- Manufacturer 

8589 US 

Orlando Center for Outpatient 1405 South Orange Ave , Suite 400 Orlando, Dealer 

Surgery FL 32806 US 

Size of Lot Est. Value Rcpt Type Carrier Name 

35 vials 

Description of Sample 

Sample consists of 7 packages (which consist of 5 vials each) of betamethasone product. 

Method of Collection 

How Prepared 

Collector's Identification on Package and/or Label Collector's Identification on Seal 

"756982 10/15/12 SFA" "756982 10/15/12 Stacey F. Allard" 

Sample Delivered To Date Delivered Orig C/R & Records To 

10/15/2012 FLA-DO 

Lab w/Split Sample Lab 

0 SAN-LAB 


FDA E00483102 



Expiration Date 

Firm FEI FCE 

3003623877 

3009803742 

Date Shipped 


Status 
In Progress 

Hours 




y 


Payment Amount Payment Method 


Name of Signer 


704(d) Sample 702(b) Portion Collector’s Name 

No No Stacey F Allard 

Date & Time of Signature Meaning 

ET 


Date: 10/15/2012 


Page: 2 of 2 
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Food and Drug Administration Office of Regulatory Affairs r 


# r ' -- 


56 


, .V# 

?■ -st- 


^ Collection Report . J * 
For Sample Number: 756982 


‘ \ 


This is an accurate reproduction of the original electronic record as of 01/08/20 1 3 . 




is?. . 

^ 

■ ' 

- _SS£F 
-J & 


w- ■ 

W ' 

V* ' 

i4 *sr 

. 0 
W 7= 

* ? .1 .# 



Flag 

Survey Sample 

Episode Number 

FEI 

3003623877 

Compliance Num 


Flag Remarks 

High priority OEO request for samples of betamethasone from various clinics in FL. 


Origin 

Basis 

Sample Type 

FIS Smpl Num 

Status 

Domestic 

Other- Survln 

Official 

13206499 

Completed 

Date Collected 

Product Code 

Responsible Firm 

PAC 

Hours 

10/15/2012 

Country of Origin 

United States 

64LCK03 

Manufacturer 

56R814 

4 


Related Smpl Num Position Class Sampling District NDC Number Permit Number 

1NV F LA-DO 

Dealer is Consumer Crx/DEA Schedule Recall Num Consumer Compl. Num Brand Name 

No 


Storage Rqrmnt 

Ambient 


Product Description 

Betamethasone 12MG/ML liquid solution 

Product Label 

See continuation. 


Reason for Collection MFG Codes 

Collected per FACTS #1455609, high priority OEO request for Lot #073020 1 2 @5 2 

samples of betamethasone from various clinics in FL for sterility 
(fungal) analysis. 


Firm Legal Name 

New England Compounding Center 

Orlando Center for Outpatient 
Surgery 

Size of Lot 

35 vials 


Address Type of Firm 

697 Waverly St Framingham, M A 01702- Manufacturer 
8589 US 

1405 South Orange Ave , Suite 400 Orlando, Dealer 
FL 32806 US 

Est Value Rcpt Type Carrier Name 

$ .00 FDA484 


Expiration Date 
01/26/13 


Firm FEI FCE 

3003623877 

3009803742 

Date Shipped 


Description of Sample 

Sample consists of 7 packages (which consist of 5 vials each) of betamethasone 12MG/ML liquid solution suspension; lot 
#073020 1 2@52. 

Method of Collection 

See continuation. 

How Prepared 

See continuation. 


Collector's Identification on Package and/or Label 

”756982 10/15/12 SFA” 


Collector's Identification on Seal 

”756982 10/15/12 Stacey F. Allard” 


Sample Delivered To 

UPS tracking # I ZA4897Y1 596740268 


Date Delivered 

10/15/2012 

Lab w/Split Sample 

0 


Orig C/R & Records To 
FLA-DO 

Lab 

SAN-LAB 


Document Number 
1 

2 


Document Date Document Type 

10/15/2012 Affidavit 

10/15/2012 Other 


Document Remarks 

Form FDA 463a, Affidavit, read and signed by 
Kathleen M. Myers, Administrator; 2 pages. 

Form FDA 484, Receipt for Samples, read and signed 


Date: 01/08/2013 


Page: 1 of 3 
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Food and Drug Administration Office of Regulatory 1 Affairs i? „ ? 

4 # ."i ^ Collection Report W ^,.-Cr «■ r # . -4“ •.• **- 

.-For Sample Number: #756982 ! C' .4?" '3 - - **•*"* * t 

' j' s .,#"• ■». * - ••'-» »' -»■ . . v ** 0 4S''-i r m '•' 

. ^ $ 38 ? ' W : r : S . .. , . . '.ap .-»■ • - ' a . 

.This is an accurate reproduction of the original electronic record as of^O 1/08/201 3 jp - ' ‘ 4# ' ,# 




by Kathleen M. Myers, Administrator; 1 page. 


3 

08/21/2012 

Other 

New England Compounding Center, Inc. Invoice 

#226385, dated 08/21/12 (lot #073020 12@52); 1 page. 1 

4 

08/21/2012 

Other 

New England Compounding Center, Inc. Packing Slip 
(Invoice #226385), dated 08/21/12, shipment of 40 
vials of betamethasone (lot #0730201 2@52); 1 page. 

5 

10/15/2012 

Other 

Original Copy, CD-R, photographs of vials taken at 
the clinic; 1 page. 

6 

Remarks 

10/15/2012 

Other 

Photographs of vials taken at the clinic; 6 pages. 

Payment Amount 

Payment Method 

704(d) Sample 

702(b) Portion Collector’s Name 

$0.00 

Name of Signer 
Stacey F Allard 

No Charge 

No No Stacey F Allard 

Date & Time of Signature Meaning 

10/16/2012 02:48 PM ET Collector 


Date: 01/08/2013 


Page: 2 of 3 
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Food and Drug Administration Office of Regulatory Affairs ^ " ? >• 

# . J? CollectionReport^" . fi-' 1 

For Sample Number:^ 7.56982. 


_ ^ T- «• ■*;-#*• :_jr- 3 

This is an accurate reproduction of the original electronic record as of 01/08/201 3 - 1 . 
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Continuation: 


Product Label 

Vial labeled in part: f, ***necc***NEW ENGLAND COMPOUNDING CTR***697 WAVERLY ST. FRAMINGHAM, MA 
01702 800-994-6322***BETAMETHASONE S.P. (PF) 12MG/ML INJ***Lot#07302012@52 Discard after 1/26/2013 
5ML*** M . 


Method of Collection 

At the Orlando Center for Outpatient Surgery, 7 packages (each consisting of 5 vials) of betamethasone were . collected, and 
placed into a whirl pak bag, labeled per collector’s identification. 

How Preoared 

The whirl pak bag (containing the sample) was wrapped with bubble wrap and placed into a brown paper bag, labeled per 
collector’s identification. The brown paper bag was officially sealed with a FDA 415a, and a completed FDA 525 was also 
taped onto the bag. The sample was placed in a cooler with sample #756983, and shipped to SAN-LAB, via UPS, to be 
delivered on 10/16/12. 


Date: 01/08/2013 


Page: 3 of 3 
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. - w, . . K .Gieiy and accurately following the instructions/ 

precautions given in IOM section 4.5.5 and firmly glue flap closed. 

2. If this envelope is used as a sample package for small items, place Form 
415a “Seal” across flap and face of this form and attach another 525 
“back-to-back” for any paperwork related to the sample. 
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